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Agenda

* Background (5 mins)

* Introduction Survey
* Demographics of Participants
* Composite vs. Single-vendor Concept

* Interactive Anonymized Industry Survey Summary (15 mins)
* Composite vs. Single-vendor Analysis (10min)
* Business Requirements Fitness Analysis (5 min)
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Survey Participants
Many thanks to all of them!
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Participants Demography

* Which type of organization do you belong to?

1) Biopharmaceutical with >200 SCE users
2) Biopharmaceutical with <200 SCE users
3) CRO or Consultancy

4) Software

5) Other or Independent
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Single-vendor and Composite Solutions

Single-Vendor Solution

Business
Need

Data Data Data

. Visualisation Visualisation Visualisation
Requirement #1

Statistical Statistical
Requirement #2 Computing Computing
Environment Environment

Data
Transformation
Engine

Requirement #3

ST Data Repository | Data Repository | Data Repository

Composite Solution

Business
Need
Data Data Data
Requirement #1 Visualisation Visualisation Visualisation
Statistical
Requirement #2 Computing
Environment
Data
Requirement #3 Transformation
Engine
Requirement #4

Data Repository  Data Repository | DataRepository
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”Building Blocks” of Composite Solutions

Statistical Packages

Data Extraction & Transfer

Audit Trail

Storage of Clinical
Data & Programs
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Industry Survey — of SCE System Owners

Statistical Computing Environment (SCE) detailed analysis

Identified*1

Responded*?

*1 Aim to survey our peer group

*2 Excel Survey tool & 1hr interview

*33/11 companies use a single-vendor solution for a given region or therapeutic area
*43/4 companies were about to go into Production at the time of the survey
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Single Vendor vs. Composite Solutions?

Single-Vendor Solution Composite Solution
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Why Single-Vendor?

4 companies /' 15 interviewed

~

Single-Vendor Solutions Benefits

eeSoftware upgrade, maintenance & support handled by vendor
e e Access management simplified to CRO and externals

eeSingle source of data

eeSimplified licensing management
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Why Composite?

11 Companies / 15 interviewed

For Strategic Reasons (??/11)

eeRemain independent and agile

Lack of Requirements Fit (??/11)

eeNone of the solutions available at the time

met the requirements during evaluation
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Why Composite?

11 Companies / 15 interviewed

For Strategic Reasons (4/11)

eeRemain independent and agile

Lack of Requirements Fit (7/11)

eeNone of the solutions available at the time

met the requirements during evaluation
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Single Vendor vs. Composite Solutions?
Summary

Composite /
Strategic

(4)

Single-Vendor Composite / Lack of Fit
(4) (7)
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Perceived Fit to Business Requirements — 1 of 4
Based on tab 12 — Req (%) " in Industry Survey

Generic Requirements

0.Ability to control user access to system

1.Ability to control user access to content

2.Automatic version control and dependency tracking of submission related artefacts
3.Ability to integrate with other data sources

4.Ability to centrally store and manage metadata and data transformation functions
5.Ability to configure a business process

6.High performance execution

7.Tracking and metrics portal to allow the planning, creation and execution of activities



Perceived Fit to Business Requirements — 2 of 4
Based on tab 12 — Req (%) " in Industry Survey

Data Storage
1.Storage for Clinical data
2.Storage of downstream artefacts required for regulatory compliance

Data Transformation

1.Perform simple transformations

2.Perform complex transformations

3.Facility to automate these capabilities (1. & 2.)



Perceived Fit to Business Requirements — 3 of 4
Based on tab 12 — Req (%) " in Industry Survey

Stats Reporting Requirements

1.Perform robust and accurate statistical analysis

2.Produce outputs of that analysis and to design the look and style
3.Facility to automate these capabilities (1. & 2.)

Data Visualization
1.Perform simple static review of data
2.Perform complex dynamic review of data
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Exigent Requirements

Ability to centrally store and manage metadata and data

Automatic version control and dependency tracking of . .
transformation functions

submission related artefacts
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Main Findings
1 of 2

* Versioning and Traceability are important requirements that are
not always met at a functional level.

* Metadata management, workflow & business process
management and planning/tracking/metrics are not well
addressed by current solutions

e Largely addressed by MS Excel!

* Data Visualization 1s often seen as not part of SCE and 1s
managed separately. Advanced Data Visualization tools do not
seem to be a priority for Biostatsitics & Programming
departments.
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Main Findings
20f2

* Most top-20 companies are still developing and managing
Composite systems (11/15).

* There was not a clear requirement towards moving to single-
vendor solutions although this 1s a desire from a number of
companies that screen the market on a regular basis and 3
companies were taking that path at the time the survey was
conducted.

* There are notable efforts from vendors to and involve sponsors
in requirements prioritization.
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Thank You!

e Jean-Marc Ferran

e James McDermott
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Industry Survey Questionnaire

tinma am COC [Censictionl £, ina

) Project Plan

Generic Requirements

What 0.Ability to control user access to system
T 1_Ahilihs tn ~renteal 1
How
Whic
Business IT Business IT Business IT
Whic = = =

- - -1 -

The aim of this section is to record how well the chosen system

Datz

Generic Reguirements

0.Ability to control user access to system
1.Ability to control user access to content
2.Automatic version control and 1y ing of ission related artqsce (andextratools) |
3.Ability to integrate with other data sources sce
4.Ability to centrally store and data and data t ion functexcel
Notes: S5.Ability to configure a business process Process & WI documents

both planned
planned if not

Budge Stats Reporting Requirements
1.Perform robust and accurate statistical analysis

Datz

Either cor 6.High performance execution R, Matlab, Nonmem, Ansys, Stan

in top tab 7.Tracking and metrics portal to allow the planning, creation and execution of a
Dat:

2.Produce outputs of that analysis and to design the look and style
3.Facility to automate these capabilities (1. & 2.)

Data Transformation

1.Perform simple transformations
Note 2.Pel complex transformations
rform sfc
If yot 3.Facility to automate these capabilities (1. & 2.)
aren
r

Data Storage
eff 1.Storage for Clinical data

{o]
1mo 2.Storage of downstream artefacts required for regulatory compliance

Data Visualization
1.Perform simple static review of data

SCE +JMP +PC
SCE +JMP +PC

2.Perform complex dynamic review of data
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Number of Users per Region
Survey +11,000 / Estimated 20,000

60%

50% -

40% -

30% -

20% -

10% -

0% -

N.America  Europe India China Japan RoW
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Stages

Survey of Large SCE Users

Overview of the process

“ Conducting
and Sharin i
g Planning Conduct 21

Share

Results of
2" Survey

First revisit of s
Industry survey gy
Survey

All contributors can derive more value from crowd sourced intelligence of our collective
precompetitive knowledge
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BACK-UP SLIDES
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An Indicative End to End data flow

The value chain in clinical trials

Receive &
o Transform data Transform data
[ aggregate : —
2 banliaaeg for cleaning & for delivery to
g Review Health Auth.
<M data sources —
(a1
ge)
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Transform data
to produce
Trial Reports

Myriad data sources Data Review Model is lean CDISC model for delivery
e 3" Pparty Data and transparent and to HA,,

e ePRO, tailored for; *  Minimal required

* IRT, «  data review, transformations and

*  Wearables, »  tracking changes, derivations must now be
* EDC, e audit trail of data elements complete

. Outsourced
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What does your SCE cover?

100%
90%
80%
70%
60%
50%
40%
30%
20%
10%

0%

Data Capture Data Query Data Query Data Transformation Statistical Analysis TFL Production Data Visualization
Generation Resolution & Compliance
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Number of Users by Role

Roles:

1 - Admin: System/user maintenance and control
2 — Light Users: Data Loaders and Data Reviewers
3 — Business Users: Statistician

4 — Power Users: Statistical Programmer

5 — Other: Any category not described in 1-4

#Users/Role

15, 0% 135, 2%

B 1 - Admin 2- Light Users

2590, 27%
3 - Business Users M 4- Power Users

2453, 26% % 5- Other

Note: Total number will not match with previous slide as certain respondents could only provide #Users/Region
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Project Timelines
Analysis & Implementation Timelines (Months)

Total Project Duration

Implementation

Project Kick-off First Live Study

4 10 18

Analysis 11

Company 13
Company 12

Company 11

Company 10

Company 9 Implementation 13 8 12 24

Company 8 13 16 21 42

Total
Company 7

Company 6

Company 5
Company 4

Company 3

C 2
ompany B Analysis

OImplementation

Company 1

0 5 10 15 20 25 30 35 40 45
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